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Date:  December 13,2001

To: Members of the Orthopaedic and Rehabiliration Devices Advisory Panel (the ?%a;ues)
From . Hany Demian. M.S., Executive Secretary 1o the Panel i '

Reslorative Devices Branch, Division of General, Restoralive and Neuralog ma; Pevices, Office of Device
Evaluauon. Center for Devices and Radiological Healtn

RE: IWFUSE"™ Bone CrafvL.T-Cage Lumbar Tapered Fusion Device, PO000SS. 2 1!?:ce~componem spinal fusion devic:
(consisting of a spinal fusion caye, u growth factor and 2 carvier) for the reatmient of degenerauve disc disease fro)
Medtranic Sofamor Danck '

Dear Panel Member:

Thank you for agreeing to participaie in the upcoming January 10, 2002, panel mmg and providing your support 1o ou
program. Please remember that the information contained in this panel mail-out is canfidenrial. Please do not discuss th
information with any of your colleagues. Flease remember (o secure this information ar all ames.

Summary of the Device: s

The device system yau are being asked to review consists of multiple components and gdoes not require the use of autografi
bone. The three device componcnts are |) a wapered Ti alioy fusion cage; 2) a growth factor (recombinant human bone
marphogenetic protein-2 [thBMP-2]); and 3) a bovine sollagen sponge carrier (absorbgble collagen sponge [ACS]) 1o hold
the growtl: facior. The rhBMP-2 is soaked into the ACS. This combination is then rolicd and placed into the center of the
fusion cage which is then implanted 1n the normal manner, The thBMP-2 is intended w provide the appropriaie signals to
induce the formation of bone within the ACS. This newly formed bone is mtended 10 thxfy within the cage, as well as w
the inferior and superior endplates, to form a fusion mass.
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[ :
Panel Questions: ;

In a coupie of weeks, we will seng you the finalized panci questions 1o consider dunng your discussions relating o the dev
system  These questions will focus on the following topics:

Issucs related 10 the actual cluncal performance of the device:

. the overall chimcul behavior of the device system, including review of lhq’ advelse cvenls
. the wnterpretaion of the radiagraphic images (plain films and CT scans) i Ihé absence of bone graft

Issues related 10 the use of growih faciors in general: ]

*  immune response(s) 1o the rRBMP-2/ACS device companenis and the po nqg! for subsequent adverse events
. the poteniial umoragenicity of the chBMP-2/ACS device companents

! l

the poteniial impact of the hMBP-2 device component on women of cttzlfci~b¢;;rtng petential. rcpmdu:uon and fe
development i

k is imporant to note that the growth factor questions are not based on any adverse evenis reported during the use of the
devics under review. Winle antibody assays wers performcd on sll enrolled subjegts, no adverse events related 1o these
questions were reporied, o.g. birih defeets or cancer. These quesuons are based o non-<climical studies reponed in the
literature that indicate that the patential for these concerns exists, :
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You are being provided with the following informa%on: |
i.

From=CORH FO/

FDA review memos

. overview memo of entire the PM
. preclinical summary memo

. clinical summary memos

. swatistical sSummary memos

material from the sponsar
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clinical data from the open surgical approach and coniyol ;roup:

afed to correlation between antibpdy levels and clinical ouicome
lated success rate and fusion succfss qascd on plain films vs. C7T scans
¢ report forms

f
aroscopic surgical approach grou !

linical testing for use in the'spinal Risions by the sponsor

sample jabeling (packag}znscm surgical technique manuals and patient informasion brochure)

literature reports of the use of thBMP-2 for spinal fusion *

i

This velume Is only being pravided 1o the clinical and szazmmr}.’ reviewers.

volume |
response to deficiency
response 1 deficiency
investigational plan ang
statisticnl plan

volume 2 clinical data from the 1a
summary of thBMP-2 p

volume 3 statistical analyses for al) groups

volume 4

1

summary of rhBMP-2 preclinical testing from Genesics !nlstiqu, supplier of the growth factor

Please note that the CDs cantaining plaip film and CT images from lﬂv%suga&mnal and conirol subjects will
be provided only Yo the climcal and radiograpbic reviewersina scparaw mﬁtﬂmg

If you have any general questions you may cc‘[-nact Mr. Hany Demian a1 (301) | 942036, ext. 184;

hwd@cdrh fdazoy. I you have any quesiions
@ 301-594-2036 exl 158; agk@edrh. fda gov;

discussed al the January 10, 2002, mecting of’

regarding the PMA. please contgel Ms Aric Kaiser, the lead reviewer
i

the Orthopaedic and Rehabilitaiion Devices Panel.

Agan, [ would Like o thank you in advance for your participation in micwmizhg impartant issues which wilt be
v
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